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REMARKS 

Favorable reGonsideration of the subject patent application is respectfully requested in 
view of the above amendments and the following remarks. Following the amendments, claims 
2- 10, 12 and 17 are under consideration, with claim 17 being in independent format. 

The specification has been amended to include Tables 1 and 2. These tables were 
included at pages 30-34 of the priority US provisional patent application (no. 60/419,007, filed 
October 14, 2002) but were inadvertently omitted ftom the present application, AppUcants note 
that 37 CFR § 1.57(a) states that, where a patent application contains a claim under §1.78 for the 
benefit of a prior-filed provisional application, the ^plication may be amended to include an 
inadvertently omitted portion of the specification or drawings that was completely contained 
within the prior-filed application. Entry of Tables 1 and 2 into the subject application is thus 
respectfully requested. 

In addition^ the specification has been amended to include the complete reference for 
¥isco et al., to remove hyperlinks, and to correct minor typographical prrors. 

Claim 1 has been canceled from the application and rewritteti as newly added claim 17. 
It i$ subitiitted that support for claim 17 may be found on page 24, lines 25-28, ^d throughout 
the specification m originally filed, Clmms 2-10 and 12 have been amended to depend upon 
newly added claim 17, to add reference to alpha- i-antitrypsin and to eorrecf rninof typographical 
erroiB. Claims 1 1 and 14 have been canceied from the application. 

It is urg^d that support for all the above amendments may be found throughout the 
specification as originally filed and that noiie of the amendments coiistitute new naatter or raise 
new issues for consideration. 

Etection/Restriction 

Applicants hereby confirm the election of claims 1-12 and 14, drawn to methods of 
diagnosing stress lirinary incoiitinence (SUI) or a predisposition to SUI, and the species of alpha- 
1-mtitry^sin. 

Ob lections to the CI aims 

The Examiner objected to claims 1-12 and 14 due to the presence of spelling errors in 
claim 1 resulting from spacing errors and to the reeitation of the term "SUF* in claim 1 . As 
discussed above, claim 1 has been canceled from the application and rewritten as newly added 
claim 17. It is believed that none of the amended claims contain spelling errors. Applicants note 

99OO.10O2U 10/14 



Application No. 10/684,53^ 

Amendment dated January 24, 2D07 

Reply to Office Action of September 25.,. 2006 

that page 1, line 21, of [the specification as originally filed indicates that the term "SUl" refers to 
stress urinary incontinenGe. This definition of SUI has been added to the claims. 

The Examiner objected to claim 14 as being a substantial duplicate of claim 12. As noted 
above, claim 14 has been canceled from the application. 

Clai)ni Rejections under 35 USC $112^ second paragraph 
The pending claims stand rejected under 35 USC §112, second paragraph, as being 
indefinite. Specifically, the Examiner indicates that the claims should be amended to indicate 
how the recited steps result in determining the presence of stress urinary incontinence (SUI) or a 
predisposition to SUI, and objects to the terrns **pr0lifer^iy^ (estrogen only) and *'seGretory 
(estrogen + progesterone)^' in claims 2 and 3. 

Newly added claim 1 7, which replaces canceled claim 1 , includes a recitation of how the 
claimed steps result in determining the presence of stress urinary incontinence (SUI) or a 
predisposition to SUI, and claims 2 and 3 have been amended to remove the language objected to 
by the Examiner. 

It is submitted ?1iiat, following entry of the above amendments, all flie pending claims 
fully satisfy flie requirements of 35 USC §112, secOTd pamgmph, and that this nejeetion of the 
clmms may be properly withdrawn. 

Claim Reieetioils andier 35 USC §112^ first paragraphs written description 

The pending claims stand rejected under 35 USC §112, first paragraph, as laqking an 
adequate written description. This rejection is respectfully traversed. 

Following entry of the aiboye amendments* the presently pending elaims are drawn to 
methods of diagnosingi the presence of stress tainary incontinence (SUI) or a predisposition to 
SUI in an individual hy determining the expres^on level of alpha- 1-mititrypsin in a pelvic 
supporting tissue of thi^ individual and comparing the determined expression level with that of 
normal, eontinent* individuals. The Examiner stat^ that the **gene nsune **alpha 1 antitiypsin" 
enGompaisses a variety *of known v£Uiants as well as yet to be discovered polymorphism variants 
^d alternatively splic^ vmant^^ that the nucleic acid sequence of alphas. 1-antitrypsi^ 

is required, Appltcant^ respectfully disagree with the ExMniner's position. 

The courts have held that to satisfy the written description requirement, "the applicant 
must ... eonvey to thpse skilled in the art that, as of the filing date sought, he or she was in 
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possession of the inventiotf' (emphasis added). Vas-Cath Inc. v. Mahurkar, 935 F.2d 1555, 
1563-64 (Fed. Cif. 1991), In addition, the Federal CirGuit recently held that "there is no per se 
rule that an adequate written description of an invention that involves a biological 
raacromolecule must contain a recitation of known structure." Falkner v. Inglis, 448 F.3d 1357 
(Fed, Cir, 2006). The court also stated that "where accessible literature sources clearly provided, 
as of the relevant date, genes and their nucleotide sequences. . .., satisfaction of the written 
description requirement does not require either the recitation or incorporation by reference. . .. of 
such structures''. {Ibid}: It is thus clear that it is not necessary for a specification to include a re- 
description of the strueture of a biological maeromoleeule when that stmeture is already laiQWii 
to fliose of skill in the art. 

Furthexmote, it is submitted that the applicants' invention does not require determining 
the expression level of a single fbrni of alpha 1 antitrypsin in order to detect the presence of SUI 
pr a predisposition to SUI, rathei* it is the detemiiiation <>f overall leyels of alpha 1 antitrypsin 
that is important in the claimed methods. 

It is urged that one of skill in the art, on being provided with a copy of the specification, 
would appreciate that the invetitors were indeed in possession of the presently Glmmed invention 
at the time the specification was filed, and that the rejection of the claims uiider 35 USC §1 12, 
first paragraph, as lacking an Meqijate written description rnay thus be properly withdrawn. 

Claim ReiectioBs under 35 tlSC SI 12. first paragraph, enabiement 

Claims 2-9, 23 and 23 stand rejected under 35 USC § 112, first paragraph, as lacking an 
enabling disclosure. This rejection is respectfully traversed. 

Following the above arnendments, the pending clainis are dmwn to methods of 
diagnosing SUI, or a predisposition to SUI, in a premetiopausal subj^t by (a) determining 
expression of alpha-1 -antitrypsin in a pelvic supporting tissue of the subject, and (b) comparing 
the determined expression level with expression of alpha- 1-antitrypsin in pelvic supporting tissue 
of normal control subjects, wherein a decrease in expression of alpha- 1 ^antitrypsin in the subject 
comp^ed to the control subjects is indicative of the presence of SUI or a predisposition to SUI in 
the subject. It is clearly stated on page 24, lines 25-28, of the specification as originally filed, 
that a decrease in alpha- l-antitrypsin mRNA and protein expression was observed in vaginal 
tissue from women with SUI compared to control subjects. This statement is further 
substantiated by the studies described in the Declaration of Dr. Bertha Cheii^ subniitted herewith. 
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It is iirged that i one of skill in the art, on being provided with the instant specification, 
would be able to diagnose the presence of, or a predisposition to, SUI by determining the 
expression of alpha- 1 -antitrypsin and comparing the determined expression level with that of 
normal control subject m recited in the presently claimed methods 

Applicants thusi submit that the presently pending claims fully satisfy the requirements of 
35 use §112, first paragraph, and that this rejection of the claims as lacking an enabling 
disclosure may thus b^^ properly withdrawn. 

Claim Refections under 35 USC §102 

Claims 1„ 4, 5,1 7 and 9 stand rejected under 35 USC § 102(b) as being aiUlpipal^d by 
Falconer et al. (MaturitiaSj, 1996, 24:197-204). This rejection is respectfully traversed. 

Falconer et al. describe studies in which the levels of collagen I and 11, deoorin, biglycan 
and versican were determined in paraurethfal tissue from 34 women. Falconer do not teach or 
suggest a method for determining the presence of SUI or a predisposition to SUI, by detennining 
the expression level of alpha 1 antitrypsin as clearly r ecited in independent claim 17. 

It is therefore submitted that the presently claimed is neither anticipated by, or obvious in 
view of, the teachings of Falconer et al., and that this rejection of the clairns imder 35 USC 
§l ()2(b) may thus be properly withdrawn. 

Clairns 1, 2, 4, 5, and 7-9 stand rejected under 35 USC § 102(b) as being anticipated by 
Chen et ah (6**^ Intl. Conf. Extracellular Matrix of the Female Reproductive Tract,; May 20Q1). 
Chen et al, do not teach or suggest a method for determining the presence of SUI Or a 
predisposilSon to SUI, by determining the expressiori level of dpha 1 gmtitrypsin as clearly 
recited in the amended claims. 

It is subiriitted that Cheri et aL neither teach iior suggest the presently claimed methods 
and that this rejection of the claims under 35 USC § 102(b) may thus be properly withdrawn. 

Claims 1 , 4-7 and 9 stand rejected under 35 USC § 1 02(a) as being anticipated by Chen et 
al. (Int. UrogynecoL J., 2002, 13:80-87)- Following entry of the above amendments, tlie present 
claims are drawn to a method for determining the presence of SUI or a predisposition to SUI, by 
determining the expression level of alpha 1 antitrypsin. Chen et al. do not teach or suggest such 
a method. 
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Applicants thus submit that Chen et al. neither teach nor suggest the presently claimed 
invention and that this rejection of the claims under 35 USC § 1 Q2(a) may be properly withdrawn. 

Claims 1, 4-7 and 9 stand rejected under 35 USC § 102(e) as being anticipated by US 
Patent 6,420,119 to Polan et aL This reference does not teach or suggest a method for 
determining the presence of SUI or a predisposition to SUI, by determining the expression level 
of alpha 1 antitrypsin as clearly recited in the amended claims. 

It is thus submitted that Polan et al. neither anticipate, nor render obvious, the presently 
claimed methods and that this r^eetion of the claims under 35 USC § 102(e) may be properly 
withdrawn. 



A one month extension of time, extending the deadline for responding to the Offioe 
Action to January 25^ 2007* is submitted herewith. 

Every effort has been made to put the pending claims in condition for allowance. 
Favorable reconsideration and early allowance of the amended elaims is respectftilly requested* 
Should the Examiner have any further concerns regarding this application, she is requested to 
telephone the undersigned at 206.3 82 . 1 19 1 . 



CQnclttding Remarks 



Respectfiilly submitted. 




Date: January 24, 2007 
SPECKM AN LAW GROUP PLLC 
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